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including those for quantity differences or
relevant, applicable economic indices.

(C) APPLICATION.—An exemption under sub-
paragraph (A) shall apply to subcontracts
under prime contracts that are exempt under
this paragraph.

(7) TERMINATION OF TEMPORARY AUTHORIZA-
TIONS.—The provisions of this subsection
shall terminate on September 30, 2024.

(b) MODIFICATION OF COOPERATIVE LOGISTIC
SUPPORT AGREEMENTS: NATO COUNTRIES.—
Section 2350d of title 10, United States Code,
is amended—

(1) in the section heading, by striking ‘‘lo-
gistic support” and inserting ‘‘acquisition
and logistics support’’;

(2) in subsection (a)—

(A) in paragraph (1)—

(i) in the matter preceding subparagraph
(A), by striking ‘‘logistics support’ and in-
serting ‘‘acquisition and logistics support’’;
and

(ii) in subparagraph (B), by striking ‘‘logis-
tic support’” and inserting ‘‘acquisition and
logistics support’’; and

(B) in paragraph (2)(B), by striking ‘‘logis-
tics support’” and inserting ‘‘armaments and
logistics support’’; and

(3) in subsection (b)—

(A) in the matter preceding paragraph (1),
by striking ‘‘Partnership Agreement’” and
inserting ‘‘Partnership Agreement or Ar-
rangement’’;

(B) in paragraph (1)—

(i) by striking ‘‘supply and acquisition of
logistics support in Europe for require-
ments’’ and inserting ‘‘supply, services, sup-
port, and acquisition, including armaments
for requirements’’; and

(ii) by striking ‘‘supply and acquisition are
appropriate’” and inserting ‘‘supply, services,
support, and acquisition are appropriate’’;
and

(C) in paragraph (2), by striking ‘‘logistics
support’’ each place it appears and inserting
‘“‘acquisition and logistics support’.

(¢) CONTRACT AUTHORITY.—

(1) PROCUREMENT AUTHORIZED.—In fiscal
years 2023 and 2024, the Secretary of Defense
may enter into one or more contracts for the
procurement of up to—

(A) 750,000 XM1128 and XM1123 (156mm
rounds);

(B) 30,000 AGM-114 Hellfire;

(C) 386,000 AGM-179 Joint Air-to-Ground
Missiles (JAGM);

(D) 700 M142 High Mobility Artillery Rock-
et Systems (HIMARS);

(E) 6,000 MGM-140 Army Tactical Missile
Systems (ATACMS);

(F) 1,000 Harpoons;

(G) 800 Naval Strike Missiles;

(H) 100,000 Guided Multiple Launch Rocket
Systems (GMLRS);

(I) 10,000 PATRIOT Advanced Capability — 3
(PAC-3) Missile Segment Enhancement
(MSE);

(J) 20,000 FIM-92 Stinger;

(K) 25,000 FGM-148 Javelin;

(L) 20,000 AIM-120 Advanced Medium-
Range Air-to-Air Missile (AMRAAM); and

(M) 1,000 M777 Howitzer.

(2) PROCUREMENT IN CONJUNCTION WITH EX-
ISTING CONTRACTS.—The systems authorized
to be procured under paragraph (1) may be
procured as additions to existing contracts
covering such programs.

(3) CERTIFICATION REQUIRED.—A contract
may not be entered into under paragraph (1)
unless the Secretary certifies to the congres-
sional defense committees in writing, not
later than 7 days before entry into the con-
tract, each of the following, which shall be
prepared by the milestone decision authority
for each such program:

(A) The use of such a contract is consistent
with the projected force structure require-
ments for such program.

CONGRESSIONAL RECORD — SENATE

(B) The use of such a contract will result
in significant savings compared to the total
anticipated costs of carrying out the pro-
gram through annual contracts. In certifying
cost savings under the preceding sentence,
the Secretary shall include a written expla-
nation of—

(i) the estimated end cost and appropriated
funds by fiscal year, by system, without the
authority provided in paragraph (1);

(ii) the estimated end cost and appro-
priated funds by fiscal year, by system, with
the authority provided in paragraph (1);

(iii) the estimated cost savings or increase
by fiscal year, by system, with the authority
provided in paragraph (1);

(iv) the discrete actions that will accom-
plish such cost savings or avoidance; and

(v) the contractual actions that will ensure
the estimated cost savings are realized.

(C) There is a reasonable expectation that
throughout the contemplated contract pe-
riod the Secretary will request funding for
the contract at the level required to avoid
contract cancellation.

(D) There is a stable design for the prop-
erty to be acquired and the technical risks
associated with such property are not exces-
sive.

(E) The estimates of both the cost of the
contract and the anticipated cost avoidance
through the use of a contract authorized
under paragraph (1) are realistic.

(F) The use of such a contract will promote
the national security of the United States.

(G) During the fiscal year in which such
contract is to be awarded, sufficient funds
will be available to perform the contract in
such fiscal year, and the future-years defense
program (as defined in section 221 of title 10,
United States Code) for such fiscal year will
include the funding required to execute the
program without cancellation.

(4) AUTHORITY FOR ADVANCE PROCURE-
MENT.—The Secretary may enter into one or
more contracts for advance procurement as-
sociated with a program for which authoriza-
tion to enter into a contract is provided
under paragraph (1) and for systems and sub-
systems associated with such program in
economic order quantities when cost savings
are achievable.

(5) CONDITION FOR OUT-YEAR CONTRACT PAY-
MENTS.—A contract entered into under para-
graph (1) shall provide that any obligation of
the United States to make a payment under
the contract for a fiscal year is subject to
the availability of appropriations for that
purpose for such fiscal year.

SA 6051. Mr. REED submitted an
amendment intended to be proposed to
amendment SA 5499 submitted by Mr.
REED (for himself and Mr. INHOFE) and
intended to be proposed to the bill H.R.
7900, to authorize appropriations for
fiscal year 2023 for military activities
of the Department of Defense, for mili-
tary construction, and for defense ac-
tivities of the Department of Energy,
to prescribe military personnel
strengths for such fiscal year, and for
other purposes; which was ordered to
lie on the table; as follows:

At the end of subtitle E of title V, add the
following:

SEC. 564. ADVICE AND CONSENT REQUIREMENT
FOR WAIVERS OF MANDATORY RE-

TIREMENT FOR SUPERINTENDENTS

OF MILITARY SERVICE ACADEMIES.
(a) UNITED STATES MILITARY ACADEMY.—
Section 7321(b) of title 10, United States
Code, is amended by adding at the end the
following: “‘In the event a waiver under this
subsection is granted, the subsequent nomi-
nation and appointment of such officer hav-
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ing served as Superintendent of the Academy
to a further assignment in lieu of retirement
shall be subject to the advice and consent of
the Senate.”.

(b) UNITED STATES NAVAL ACADEMY.—Sec-
tion 8371(b) of title 10, United States Code, is
amended by adding at the end the following:
“In the event a waiver under this subsection
is granted, the subsequent nomination and
appointment of such officer having served as
Superintendent of the Academy to a further
assignment in lieu of retirement shall be
subject to the advice and consent of the Sen-
ate.”.

(c) UNITED STATES AIR FORCE ACADEMY.—
Section 9321(b) of title 10, United States
Code, is amended by adding at the end the
following: “‘In the event a waiver under this
subsection is granted, the subsequent nomi-
nation and appointment of such officer hav-
ing served as Superintendent of the Academy
to a further assignment in lieu of retirement
shall be subject to the advice and consent of
the Senate.”.

SA 6052. Mr. BENNET (for himself
and Mr. YOUNG) submitted an amend-
ment intended to be proposed to
amendment SA 5499 submitted by Mr.
REED (for himself and Mr. INHOFE) and
intended to be proposed to the bill H.R.
7900, to authorize appropriations for
fiscal year 2023 for military activities
of the Department of Defense, for mili-
tary construction, and for defense ac-
tivities of the Department of Energy,
to prescribe military personnel
strengths for such fiscal year, and for
other purposes; which was ordered to
lie on the table; as follows:

At the appropriate place, insert the fol-
lowing:

SEC. . DEVELOPING ANTIMICROBIAL INNOVA-
TIONS.

Title III of the Public Health Service Act
(42 U.S.C. 241 et seq.) is amended by adding
at the end the following:

“PART W—DEVELOPING ANTIMICROBIAL
INNOVATIONS
“SEC. 39900. ESTABLISHMENT OF COMMITTEE;
SUBSCRIPTION MODEL; ADVISORY
GROUP.

‘“‘(a) IN GENERAL.—Not later than 60 days
after the date of enactment of this part, the
Secretary shall establish a Committee on
Critical Need Antimicrobials and appoint
members to the Committee.

““(b) MEMBERS.—

‘(1) IN GENERAL.—The Committee shall
consist of at least one representative from
each of the National Institute of Allergy and
Infectious Diseases, the Centers for Disease
Control and Prevention, the Biomedical Ad-
vanced Research and Development Author-
ity, the Food and Drug Administration, the
Centers for Medicare & Medicaid Services,
the Veterans Health Administration, and the
Department of Defense.

‘“(2) CHAIR.—The Secretary shall appoint
one of the members of the Committee to
serve as the Chair of the Committee.

‘(c) DUTIES.—Not later than 1 year after
the appointment of all initial members of
the Committee, the Secretary, in collabora-
tion with the Committee, and in consulta-
tion with the Critical Need Antimicrobials
Advisory Group established under subsection
(g), shall do the following:

‘(1) Develop a list of infections and patient
types for which new antimicrobial drug de-
velopment is needed, taking into account pa-
tient factors, organisms, sites of infection,
and type of infections for which there is an
unmet medical need, findings from the most
recent report entitled ‘Antibiotic Resistance
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Threats in the United States’ issued by the
Centers for Disease Control and Prevention,
or an anticipated unmet medical need, in-
cluding a potential global health security
threat. For the list developed under this
paragraph, the Secretary, in collaboration
with the Committee, may use the infection
list in such most recent report for up to 3
years following the date of enactment of this
part and subsequently update the list under
this paragraph in accordance with subsection
(e).

‘“(2) Develop regulations, in accordance
with subsection (d), outlining favored char-
acteristics of critical need antimicrobial
drugs, that are evidence based, clinically fo-
cused, and designed to improve patient out-
comes in treating the infections described in
paragraph (1), and establishing criteria for
how each such characteristic or combina-
tions of multiple characteristics will adjust
the monetary value of a subscription con-
tract awarded under subsection (f) or section
39900-2. The favored characteristics shall be
weighed for purposes of such monetary value
such that meeting certain characteristics, or
meeting more than one such characteristic,
increases the monetary value. Such favored
characteristics of an antimicrobial drug
shall include—

““(A) treating infections and patients on
the list under paragraph (1);

‘(B) improving clinical and patient out-
comes for patients with multi-drug-resistant
infections;

“(C) being a first-approved antimicrobial
drug that has the evidence of addressing
unmet medical needs for the treatment of a
serious or life-threatening infection, and, to
a lesser extent, second and third drugs that
treat such infections;

(D) route of administration,
through oral administration;

‘“(E)(1) containing no active moiety (as de-
fined by the Secretary in section 314.3 of
title 21, Code of Federal Regulations (or any
successor regulations)) that has been ap-
proved in any other application under sec-
tion 505(b) of the Federal Food, Drug, and
Cosmetic Act or intending to be the subject
of a new biological product license applica-
tion under section 351(a);

‘(i) being a member of a new class of
drugs with a novel target and novel mode of
action that are distinctly different from the
target or mode of any antimicrobial drug ap-
proved under section 505 of such Act or li-
censed under section 351, including reduced
toxicity;

‘‘(iii) not being affected by cross-resistance
to any antimicrobial drug approved under
such section 505 or licensed under such sec-
tion 351;

‘“(F') improving patient outcomes for an in-
fection through a novel chemical scaffold or
mechanism of action;

‘“(G) having received a transitional sub-
scription contract under subsection (f); and

‘““(H) any other characteristic the Sec-
retary, in collaboration with the Committee,
determines necessary.

“(d) REGULATIONS.—

‘(1) IN GENERAL.—Not later than 1 year
after the appointment of the initial members
of the Committee, the Secretary shall issue
proposed regulations which shall include—

““(A) a process by which the sponsors can
apply for an antimicrobial drug to become a
critical need antimicrobial drug under sec-
tion 39900-1;

‘(B) how subscription contracts under such
section shall be established and paid;

“(C) the favored characteristics under sub-
section (¢)(2), how such characteristics will
be weighed, and the minimum number and
kind of favored characteristics needed for an
antimicrobial drug to be designated a crit-
ical need antimicrobial drug; and

especially
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‘(D) other elements of the subscription
contract process, in accordance with this
part.

¢‘(2) DEVELOPMENT OF FINAL REGULATIONS.—
Before finalizing the regulations under para-
graph (1), the Secretary shall solicit public
comment and hold public meetings for the
period beginning on the date on which the
proposed regulations are issued and ending
on the date that is 120 days after such date
of issuance. The Secretary shall finalize and
publish such regulations not later than 120
days after the close of such period of public
comment and meetings.

‘“(3) SUBSCRIPTION CONTRACT OFFICE.—Not
later than 6 months after the date of enact-
ment of this part, the Secretary shall pro-
pose an agency or office in the Department
of Health and Human Services to manage the
establishment and payment of subscription
contracts awarded under section 39900-2, in-
cluding eligibility, requirements, and con-
tract amounts. The Secretary shall solicit
public comment and finalize the agency or
office no later than 45 days following the
proposed agency or office. Such agency or of-
fice shall be referred to as the ‘Subscription
Contract Office’.

‘““(e) LIST OF INFECTIONS AND PATIENT
TYPES.—The Secretary, in collaboration
with the Committee, shall update the list of
infections and patient types under sub-
section (c)(1) at least every 2 years.

“(f) TRANSITIONAL SUBSCRIPTION
TRACTS.—

‘(1) IN GENERAL.—Not earlier than 30 days
after the date of enactment of this part and
ending on the date that the Secretary final-
izes the subscription contract regulations
under subsection (d), the Secretary may use
up to $1,000,000,000 of the amount appro-
priated under section 39900-4(a) to engage in
transitional subscription contracts of up to 3
years in length with antimicrobial devel-
opers, as determined by the Secretary, that
have developed antimicrobial drugs treating
infections listed in the most recent report
entitled ‘Antibiotic Resistance Threats in
the United States’ issued by the Centers for
Disease Control and Prevention, and may in-
clude antimicrobial drugs that are qualified
infectious disease products (as defined in sec-
tion 505E(g) of the Federal Food, Drug, and
Cosmetic Act), innovative biological prod-
ucts, or innovative drugs that achieve im-
proved clinical and patient outcomes
through immunomodulation. Such a con-
tract may authorize the contractor to use
funds made available under the contract for
completion of postmarketing clinical stud-
ies, manufacturing, and other preclinical and
clinical efforts.

““(2) REQUIREMENTS.—

‘““(A) IN GENERAL.—The Secretary, through
the office described in paragraph (4), may
enter into a contract under paragraph (1)—

‘(i) if the Secretary determines that the
antimicrobial drug is intended to treat an in-
fection and improves patient outcomes for
which there is an unmet clinical need, an an-
ticipated clinical need, or drug resistance;

‘‘(ii) subject to terms including—

‘“(I) that the Secretary shall cease any
payment installments under a transitional
subscription contract if the sponsor does
not—

‘‘(aa) ensure commercial and Federal avail-
ability of the antimicrobial drug within 30
days of receiving first payment under the
contract;

‘“(bb) identify, track, and publicly report
drug resistance data, patient outcomes, and
trends using available data related to the
antimicrobial drug;

‘‘(cc) develop and implement education and
communications strategies, including com-
munications for individuals with limited
English proficiency and individuals with dis-
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abilities, for health care professionals and
patients about appropriate use of the anti-
microbial drug;

‘(dd) submit a plan for registering the
antimicrobial drug in additional countries
where an unmet medical need exists, which
such plan may be consistent with the Stew-
ardship and Access Plan (SAP) Development
Guide (2021);

‘‘(ee) subject to subparagraph (B), ensure a
reliable drug supply chain, thus leading to
an interruption of the supply of the anti-
microbial drug in the United States for more
than 60 days; or

‘“(ff) make meaningful progress toward
completion of Food and Drug Administra-
tion-required postmarketing studies, includ-
ing such studies that are evidence based; and

‘“(IT) other terms as determined by the Sec-
retary; and

“(iil) if—

‘() a phase 3 clinical study has been initi-
ated for the antimicrobial drug; or

‘(IT) the antimicrobial drug has been ap-
proved under section 505(c) of the Federal
Food, Drug, and Cosmetic Act or licensed
under section 351(a).

‘(B) WAIVER.—The requirement under sub-
paragraph (A)(ii)(I)(ee) may be waived in the
case that an emergency prohibits access to a
reliable drug supply chain.

¢“(3) TRANSITIONAL GUIDANCE.—Not later
than 120 days after the appointment of the
initial members of the Committee, the Sec-
retary shall issue, in consultation with the
Committee, transitional guidance outlining
the antimicrobial drugs that are eligible for
transitional subscription contracts under
paragraph (1), the requirements to enter into
a transitional subscription contract under
paragraph (2), and the process by which drug
developers can enter into transitional sub-
scription contracts with the Secretary under
this subsection.

‘“(49) PAYMENT OFFICE AND MECHANISM.—Not
later than 30 days after the date of enact-
ment of this part, the Secretary shall deter-
mine the agency or office in the Department
of Health and Human Services that will man-
age the transitional subscription contracts,
including eligibility, requirements, and con-
tract amounts, during the period described
in paragraph (1).

‘(g) CRITICAL NEED ANTIMICROBIAL ADVI-
SORY GROUP.—

‘(1) IN GENERAL.—Not later than 30 days
after the appointment of all initial members
of the Committee, the Secretary, in collabo-
ration with the Committee, shall establish a
Critical Need Antimicrobial Advisory Group
(referred to in this subsection as the ‘Advi-
sory Group’) and appoint members to the Ad-
visory Group.

‘(2) MEMBERS.—The members of the Advi-
sory Group shall include—

““(A) not fewer than 6 individuals who are—

‘(i) infectious disease specialists; or

‘‘(ii) other health experts with expertise in
researching antimicrobial resistance, health
economics, or commercializing anti-
microbial drugs; and

‘(B) not fewer than 5 patient advocates.

‘“(3) CHAIR.—The Secretary shall appoint
one of the members of the Advisory Group to
serve as the Chair.

‘‘(4) CONFLICTS OF INTEREST.—In appointing
members under paragraph (2), the Secretary
shall ensure that no member receives com-
pensation in any manner from a commercial
or for-profit entity that develops
antimicrobials or that might benefit from
antimicrobial development.

‘“(b) APPLICABILITY OF FACA.—Except as
otherwise provided in this subsection, the
Federal Advisory Committee Act shall apply
to the Advisory Group.
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“SEC. 3990-1. CRITICAL NEED ANTIMICROBIAL
DRUG APPLICATION AND PAYMENT
THROUGH SUBSCRIPTION  CON-
TRACTS.

‘‘(a) IN GENERAL.—

‘(1) SUBMISSION OF REQUEST.—The sponsor
of an application under section 505(b) of the
Federal Food, Drug, and Cosmetic Act or
section 3561(a) for an antimicrobial drug may
request that the Secretary designate the
drug as a critical need antimicrobial. A re-
quest for such designation may be submitted
after the Secretary grants for such drug an
investigational new drug exemption under
section 505(i) of the Federal Food, Drug, and
Cosmetic Act or section 351(a)(3), and shall
be submitted not later than 5 years after the
date of approval under section 505(c) of the
Federal Food, Drug, and Cosmetic Act or li-
censure under section 351(a).

‘‘(2) CONTENT OF REQUEST.—A request under
paragraph (1) shall include information, such
as clinical, preclinical and postmarketing
data, evidence of patient outcomes, a list of
the favorable characteristics described in
section 39900(c)(2), and any other material
that the Secretary in consultation with the
Committee requires.

‘(3) REVIEW BY SECRETARY.—The Secretary
shall promptly review all requests for des-
ignation submitted under this subsection, as-
sess all required application components,
and determine if the antimicrobial drug is
likely to meet the favorable characteristics
identified in the application upon the com-
pletion of clinical development. After re-
view, the Secretary shall approve or deny
each request for designation not later than
90 days after receiving a request. If the Sec-
retary approves a request, it shall publish
the value of the contract that the critical
need antimicrobial developer would be eligi-
ble to receive if such developer successfully
demonstrates that the drug meets the max-
imum value of the favored characteristics
listed in the application.

‘(4) LENGTH OF DESIGNATION PERIOD.—A
designation granted under this section shall
be in effect for a period of 10 years after the
date that the designation is approved, and
shall remain in effect for such period even if
the infection treated by such drug is later re-
moved from the list of infections under sec-
tion 39900(c)(1).

‘“(5) SUBSEQUENT REVIEWS.—No sooner than
2 years after a designation approval or denial
under subsection (3), the sponsor may re-
quest a subsequent review to re-evaluate the
value of a contract to include any new infor-
madtion.

“(b) DEVELOPMENT OoF DESIGNATED
DruGs.—If a critical need antimicrobial des-
ignation is granted during clinical develop-
ment of an antimicrobial drug, the Secretary
may work with the sponsor to maximize the
opportunity for the sponsor to successfully
demonstrate that the antimicrobial drug
possesses the favored characteristics of high-
monetary valued products identified under
section 39900(c)(2).

“(c) APPROPRIATE USE OF CRITICAL NEED
ANTIMICROBIAL.—

‘(1) IN GENERAL.—The sponsor of an anti-
microbial drug that receives designation
under subsection (a) shall within 90 days of
such designation, submit to the Secretary a
plan for appropriate use of diagnostics, in
order for the Secretary and Committee to
consider such plan in developing clinical
guidelines. An appropriate use plan—

‘“(A) shall include—

‘(i) the appropriate use of the drug; and

‘“(ii) the appropriate use of diagnostic
tools, where available, such as diagnostic
testing for biomarkers related to anti-
microbial-resistant pathogens and dem-
onstrating improved infection diagnosis and
benefit with the drug, or other targeted diag-
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nostic approaches, to inform use of the drug;
and

‘(B) may be developed in partnership with
the Secretary, infectious disease experts, di-
agnostic experts or developers, laboratory
experts, or another entity.

‘(2) CONSULTATION.—The Secretary shall
consult with relevant professional societies
and the Critical Need Antimicrobial Advi-
sory Group established under section
39900(g) to ensure that clinical guidelines
issued by the Secretary under paragraph (3),
with respect to an antimicrobial drug des-
ignated under subsection (a), includes the
use of appropriate diagnostic approaches,
taking into consideration the diagnostic
plan submitted by a sponsor under paragraph
@D.

““(3) PUBLICATION OF CLINICAL GUIDELINES.—
Not later than 1 year after the Secretary
makes the first designation under subsection
(a), and not less than every 3 years there-
after, the Secretary shall publish clinical
guidelines in consultation with relevant pro-
fessional societies with respect to each anti-
microbial drug that has been approved or li-
censed as described in subsection (a)(1) and
that has been designated under subsection
(a), which guidelines shall set forth the evi-
dence-based recommendations for pre-
scribing the drug, in accordance with the
evidence in submissions of the sponsor under
paragraph (1) and after consultation under
paragraph (2), as appropriate.

“SEC. 3990-2. SUBSCRIPTION CONTRACTS.

‘‘(a) APPLICATION FOR A SUBSCRIPTION CON-
TRACT.—

‘(1) SUBMISSION OF APPLICATIONS.—After
approval under section 505(c) of the Federal
Food, Drug, and Cosmetic Act or licensure
under section 351(a), the sponsor of an anti-
microbial drug designated as a critical need
antimicrobial under section 39900-1 may
submit an application for a subscription con-
tract with the Secretary, under a procedure
established by the Secretary.

‘(2) REVIEW OF APPLICATIONS.—The Sec-
retary shall, in consultation with the Com-
mittee—

““(A) review all applications for subscrip-
tion contracts under paragraph (1) and assess
all required application components;

‘(B) determine the extent to which the
critical need antimicrobial meets the fa-
vored characteristics identified under sec-
tion 39900(c)(2), and deny any application
for a drug that meets none of such character-
istics; and

‘(C) assign a monetary value to the con-
tract based on the regulations developed
under section 39900(d).

‘“(b) CRITERIA.—To qualify for a subscrip-
tion contract under this section, the sponsor
of an antimicrobial drug designated as a crit-
ical need antimicrobial shall agree to—

‘(1) ensure commercial and Federal avail-
ability of the antimicrobial drug within 30
days of receiving first payment under the
contract, and sufficient supply for suscepti-
bility device manufacturers;

‘(2) identify, track, and publicly report
drug resistance data, patient outcomes, and
trends using available data related to the
antimicrobial drug;

‘“(8) develop and implement education and
communications strategies, including com-
munications for individuals with limited
English proficiency and individuals with dis-
abilities, for health care professionals and
patients about appropriate use of the anti-
microbial drug;

‘“(4) submit an appropriate use assessment
to the Secretary, Committee, Food and Drug
Administration, and Centers for Disease Con-
trol and Prevention every 2 years regarding
use of the antimicrobial drug, including how
the drug is being marketed;
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‘() submit a plan for registering the drug
in additional countries where an unmet med-
ical need exists;

‘“(6) ensure a reliable drug supply chain,
where any interruption to the supply chain
will not last for more than 60 days in the
United States;

“(7) complete any postmarketing studies
required by the Food and Drug Administra-
tion in a timely manner;

‘(8) produce the drug at a reasonable vol-
ume determined with the Secretary to en-
sure patient access to the drug;

‘(9) price the drug at a price that is not
lower than a comparable generic drug;

‘“(10) abide by the manufacturing and envi-
ronmental best practices in the supply chain
for the control of discharge of antimicrobial
active pharmaceutical ingredients to ensure
minimal discharge into, or contamination of,
the environment by antimicrobial agents or
products as a result of the manufacturing
process; and

‘(11) abide by other terms as the Secretary
may require.

“(c) AMOUNT AND TERMS OF CONTRACTS.—

‘(1 AMOUNTS.—A subscription contract
under this section shall be for the sale to the
Secretary of any quantity of the anti-
microbial drug needed over the term of the
contract under paragraph (2), at an agreed
upon price, for a total projected amount de-
termined by the Secretary that is not less
than $750,000,000 and not more than
$3,000,000,000, adjusted for inflation, account-
ing for the favored characteristic or com-
bination of favored characteristics of the
drug, including improved patient outcomes,
as determined by the Secretary, in consulta-
tion with the Committee, under subsection
(a)(2), and shall be allocated from the
amount made available under section 39900-
4(a). Not later than 6 months after the sub-
scription contract is granted under sub-
section (a), the Secretary shall provide pay-
ments for purchased drugs in installments
established by the Secretary in consultation
with the sponsor of the antimicrobial drug
and in accordance with subsection (d)(3).
Funds received by the sponsor shall be used
to support criteria qualification under sub-
section (b), the completion of postmarketing
clinical studies, manufacturing, other pre-
clinical and clinical activities, or other ac-
tivities agreed to by the Secretary and spon-
sor in the contract.

“(2) TERMS.—

“(A) INITIAL TERM.—The initial term of a
contract under this subsection shall be no
less than 5 years or greater than the greater
of 10 years or the remaining period of time
during which the sponsor has patent protec-
tions or a remaining exclusivity period with
respect to the antimicrobial drug in the
United States, as listed in the publication of
the Food and Drug Administration entitled
‘Approved Drug Products with Therapeutic
Equivalence Evaluations’. Payments may be
in equal annual installments with the option
to redeem 50 percent of the last year’s reim-
bursement in year 1 of the contract in order
to offset costs of establishing manufacturing
capacity, or another subscription arrange-
ment to which the Secretary and sponsor
agree. Subscription contracts shall remain in
effect for such period even if the infection
treated by such antimicrobial drug is later
removed from the list of infections under
section 39900(c)(1).

‘(B) EXTENSION OF CONTRACTS.—The Sec-
retary may extend a subscription contract
with a sponsor under this subsection beyond
the initial contract period. A single contract
extension may be in effect not later than the
date on which all periods of exclusivity
granted by the Food and Drug Administra-
tion expire and shall be in an amount not to
exceed $25,000,000 per year. All other terms of
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an extended contract shall be the same as
the terms of the initial contract. The total
amount of funding used on such contract ex-
tensions shall be no more than $1,000,000,000,
and shall be allocated from the amount made
available under section 39900-4.

‘“(C) MODIFICATION OF CONTRACTS.—The
Secretary or sponsor, 1 year after the start
of the contract period under this subsection
and every 2 years thereafter, may request a
modification of the amount of the contract
based on information that adjusts favored
characteristics in section 39900(c)(2).

‘(3) ADJUSTMENT.—In the case of an anti-
microbial drug that received a transitional
subscription contract under section 39900(%),
the amount of a subscription contract for
such drug under this section shall be reduced
by the amount of the transitional subscrip-
tion contract under such section 39900(f) for
such drug.

‘‘(4) CONTRACTS FOR GENERIC AND BIO-
SIMILAR  VERSIONS.—Notwithstanding any
other provision in this part, the Secretary
may award a subscription contract under
this section to a manufacturer of a generic
or biosimilar version of an antimicrobial
drug for which a subscription contract has
been awarded under this section. Such con-
tracts shall be awarded in accordance with a
procedure, including for determining the
terms and amounts of such contracts, estab-
lished by the Secretary.

“(d) ANNUAL ANTIMICROBIAL DRUG SPONSOR
REVENUE LIMITATIONS.—

‘(1) IN GENERAL.—Pursuant to a contract
entered into under this section, during the
term of such a contract, the annual net rev-
enue from sales of the applicable anti-
microbial drug for beneficiaries or enrollees
in Federal health care programs shall be sub-
tracted from the annual payment install-
ments determined in the subscription con-
tract. The Secretary shall coordinate with
the relevant agencies of the Federal Govern-
ment to carry out this subsection in a man-
ner that ensures minimal disruption to how
a health care provider currently acquires ap-
plicable antimicrobial drugs.

‘“(2) REGULATIONS.—To carry out this sub-
section, the Secretary shall promulgate reg-
ulations to identify the Federal health care
programs applicable under this section and
to establish the methodology and data col-
lection requirements necessary to determine
the amount to be subtracted from any con-
tract. Any methodology established for the
collection of data and calculation of the
amount to be subtracted from any contract
shall take into account any legally man-
dated or voluntary discounts and rebates
provided by the manufacturer of the applica-
ble antimicrobial drug to the government
programs that pay for such drugs subject to
a contract agreement entered into pursuant
to subsection (c)(2).

‘“(3) DEFINITIONS.—In this subsection:

““(A) APPLICABLE ANTIMICROBIAL DRUG.—
The term ‘applicable antimicrobial drug’
means an antimicrobial drug for which the
sponsor of such drug receives a subscription
contract under subsection (a).

‘(B) FEDERAL HEALTH CARE PROGRAM.—The
term ‘Federal health care program’ has the
meaning given such term in section 1128B(f)
of the Social Security Act, except that, for
purposes of this subsection, such term in-
cludes the health insurance program under
chapter 89 of title 5, United States Code.

‘“(e) FAILURE TO ADHERE TO TERMS.—The
Secretary shall cease any payment install-
ments under a contract under this section
if—

‘(1) the sponsor—

‘““(A) permanently withdraws the anti-
microbial drug from the market in the
United States;
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“(B) fails to meet criteria under subsection
(b); or

“(C) does not complete a postmarket study
required by the Food and Drug Administra-
tion during the length of the term of the
contract;

‘“(2) the annual international and private
insurance market revenues with respect to
an antimicrobial drug (not counting any sub-
scription revenues from any source pursuant
to a contract under this section or other
international or private entities) exceed 5
times the average annual amount of the sub-
scription contract paid by the Secretary as
certified by the sponsor annually; or

“(3) if the total revenue of the sponsor
from government programs that pay for
drugs subject to a contract agreement en-
tered into pursuant to subsection (c¢)(2), for a
year exceeds the amount of the subscription
contract paid by the Secretary for that year.

“(f) PRIVATE PAYER AND INTERNATIONAL
PAYER PARTICIPATION.—The Secretary shall
make efforts to increase the participation of
domestic private payors and international
payors in subscription contracts or other
types of value-based arrangements that are
similar to the subscription contracts author-
ized under this section.

“SEC. 3990-3. ENCOURAGING APPROPRIATE USE
OF ANTIBIOTICS, COMBATING RE-
SISTANCE, AND IMPROVING PA-
TIENT OUTCOMES.

‘“‘(a) ESTABLISHMENT OF HEALTH FACILITY
GRANT PROGRAM.—

‘(1) IN GENERAL.—Not later than 1 year
after the date of enactment of this part, the
Secretary and the Director of the Centers for
Disease Control and Prevention shall coordi-
nate with the Administrator of the Health
Resources and Services Administration, the
Administrator of the Centers for Medicare &
Medicaid Services, the National Coordinator
for Health Information Technology, and
other relevant agencies, to establish a grant
program under the Centers for Disease Con-
trol and Prevention to support hospital,
skilled nursing facility, and other inpatient
facility efforts—

“(A) to judiciously use antimicrobial
drugs, such as by establishing or imple-
menting appropriate use programs, including
infectious disease telehealth programs, using
appropriate diagnostic tools, partnering with
academic hospitals, increasing health care-
associated infection reporting, and moni-
toring antimicrobial resistance and patient
outcomes; and

‘“(B) to participate in the National
Healthcare Safety Network Antimicrobial
Use and Resistance Module or the Emerging
Infections Program Healthcare-Associated
Infections Community Interface activity of
the Centers for Disease Control and Preven-
tion or a similar reporting program, as speci-
fied by the Secretary, relating to anti-
microbial drugs.

‘“(2) PRIORITIZATION.—In awarding grants
under paragraph (1), the Secretary shall
prioritize hospitals or skilled nursing facili-
ties without an existing program to judi-
ciously use antimicrobial drugs, subsection
(d) hospitals (as defined in subparagraph (B)
of section 1886(d)(2) of the Social Security
Act that are located in rural areas (as de-
fined in subparagraph (D) of such section),
critical access hospitals (as defined in sec-
tion 1861(mm)(1) of such Act), hospitals serv-
ing Tribal-populations, and safety-net hos-
pitals.

‘“(3) FUNDING.—Of the amounts appro-
priated under section 39900-4, the Secretary
shall reserve $500,000,000 to carry out this
subsection.

“(b) SURVEILLANCE AND REPORTING OF AN-
TIBIOTIC USE, RESISTANCE, AND PATIENT OUT-
COMES.—
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‘(1 IN GENERAL.—The Secretary, acting
through the Director of the Centers for Dis-
ease Control and Prevention, shall use the
National Healthcare Safety Network and
other appropriate surveillance systems to as-
sess—

‘“‘(A) appropriate conditions, patient out-
comes, and measures causally related to
antibacterial resistance, including types of
infections, the causes for infections, the
types of patients with infections, and wheth-
er infections are acquired in a community or
hospital setting, increased lengths of hos-
pital stay, increased costs, and rates of mor-
tality; and

‘““(B) changes in bacterial resistance to
antimicrobial drugs in relation to patient
outcomes, including changes in percent re-
sistance, prevalence of antibiotic-resistant
infections, rates of patient survival, patient
symptoms and function in their daily lives,
and other such changes.

‘(2) ANTIBIOTIC USE DATA.—The Secretary,
acting through the Director of the Centers
for Disease Control and Prevention, shall
work with Federal agencies (including the
Department of Veterans Affairs, the Depart-
ment of Defense, the Department of Home-
land Security, the Bureau of Prisons, the In-
dian Health Service, and the Centers for
Medicare & Medicaid Services), private ven-
dors, health care organizations, pharmacy
benefit managers, and other entities as ap-
propriate to obtain reliable and comparable
human antibiotic drug consumption data (in-
cluding, as available and appropriate, vol-
ume antibiotic distribution data and anti-
biotic use data, including prescription data)
by State or metropolitan areas.

¢“(3) ANTIBIOTIC RESISTANCE TREND AND PA-
TIENT OUTCOMES DATA.—The Secretary, act-
ing through the Director of the Centers for
Disease Control and Prevention, shall inten-
sify and expand efforts to collect antibiotic
resistance and patient outcomes data and en-
courage adoption of the Antibiotic Use and
Resistance Module within the National
Healthcare Safety Network among all health
care facilities across the continuum of care,
including, as appropriate, acute care hos-
pitals, dialysis facilities, nursing homes, am-
bulatory surgical centers, and other ambula-
tory health care settings in which anti-
microbial drugs are routinely prescribed.
The Secretary shall seek to collect such data
from electronic medication administration
reports and laboratory systems to produce
the reports described in paragraph (4).

‘(4) PUBLIC AVAILABILITY OF DATA.—The
Secretary, acting through the Director of
the Centers for Disease Control and Preven-
tion, shall, for the purposes of improving the
monitoring of important trends in patient
outcomes in relation to antibacterial resist-
ance—

““(A) make the data derived from surveil-
lance under this subsection publicly avail-
able through reports issued on a regular
basis that is not less than annually; and

‘(B) examine opportunities to make such
data available in near real time.

“SEC. 3990-4. APPROPRIATIONS.

‘“(a) IN GENERAL.—To carry out this part,
there are hereby appropriated to the Sec-
retary, out of amounts in the Treasury not
otherwise appropriated, $6,000,000,000, for fis-
cal year 2023, to remain available until ex-
pended.

*“(b) EMERGENCY DESIGNATION.—

‘(1) IN GENERAL.—The amounts provided by
this section are designated as an emergency
requirement pursuant to section 4(g) of the
Statutory Pay-As-You-Go Act of 2010.

‘‘(2) DESIGNATION IN SENATE.—In the Sen-
ate, this section is designated as an emer-
gency requirement pursuant to section
4112(a) of H. Con. Res. 71 (1156th Congress), the
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concurrent resolution on the budget for fis-
cal year 2018.
“SEC. 3990-5. STUDIES AND REPORTS.

‘‘(a) IN GENERAL.—Not later than 6 years
after the date of enactment of this part, the
Comptroller General of the United States
shall complete a study on the effectiveness
of this part in developing priority anti-
microbial drugs and improving patient out-
comes. Such study shall examine the indica-
tions for, usage of, development of resistance
with respect to, and private and societal
value of critical need antimicrobial drugs,
and the impact of the programs under this
part on patient outcomes and markets of
critical need antimicrobial drugs. The Comp-
troller General shall report to the Com-
mittee on Health, Education, Labor, and
Pensions of the Senate and the Committee
on Energy and Commerce of the House of
Representatives on the findings of such
study.

““(b) ANTIBIOTIC USE IN THE UNITED STATES;
ANNUAL REPORTS.—The Director of the Cen-
ters for Disease Control and Prevention
shall, each year, update the report entitled
‘Antibiotic Use in the United States’ to in-
clude updated information on progress and
opportunities with respect to data, pro-
grams, and resources for prescribers to pro-
mote appropriate use of antimicrobial drugs.

‘“(c) REPORT ON ANTIMICROBIAL PROPHY-
LACTICS.—Not later than 3 years after the
date of enactment of this part, the Director
of the Centers for Disease Control and Pre-
vention shall publish a report on anti-
microbial prophylactics.

“SEC. 3990-6. DEFINITIONS.

“In this part—

‘(1) the term ‘antimicrobial drug’—

‘“‘(A) means, subject to subparagraph (B), a
product that is—

‘(i) a drug that directly inhibits replica-
tion of or kills bacteria or fungi relevant to
the proposed indication at concentrations
likely to be attainable in humans to achieve
the intended therapeutic effect; or

‘‘(ii) a biological product that acts directly
on bacteria or fungi or on the substances
produced by such bacteria or fungi; and

“(B) does not include—

‘(i) a drug that achieves the effect de-
scribed by subparagraph (A)(i) only at a con-
centration that cannot reasonably be studied
in humans because of its anticipated tox-
icity; or

‘‘(ii) a vaccine; and

‘(2) the term ‘Committee’ means the Com-
mittee on Critical Need Antimicrobials es-
tablished under section 39900.”".

SA 6053. Mr. PETERS submitted an
amendment intended to be proposed to
amendment SA 5499 submitted by Mr.
REED (for himself and Mr. INHOFE) and
intended to be proposed to the bill H.R.
7900, to authorize appropriations for
fiscal year 2023 for military activities
of the Department of Defense, for mili-
tary construction, and for defense ac-
tivities of the Department of Energy,
to prescribe military personnel
strengths for such fiscal year, and for
other purposes; which was ordered to
lie on the table; as follows:

At the appropriate place, insert the fol-
lowing:
SEC.

. OFFICE OF CIVIL RIGHTS AND INCLU-

SION.

(a) SHORT TITLE.—This section may be
cited as the ‘‘Achieving Fairness in Disaster
Response, Recovery, and Resilience Act of
2022,

(b) ESTABLISHMENT OF OFFICE.—Section 513
of the Homeland Security Act of 2002 (6
U.S.C. 321b) is amended to read as follows:
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“SEC. 513. OFFICE OF CIVIL RIGHTS AND INCLU-
SION.

‘‘(a) DEFINITIONS.—In this section—

‘(1) the term ‘appropriate committees of
Congress’ means—

‘“(A) the Committee on Homeland Security
and Governmental Affairs of the Senate; and

‘(B) the Committee on Transportation and
Infrastructure, the Committee on Oversight
and Reform, and the Committee on Home-
land Security of the House of Representa-
tives;

‘“(2) the term ‘Director’ means the Director
of the Office of Civil Rights and Inclusion;

“(3) the term ‘disaster assistance’ means
assistance provided under titles IV and V of
the Robert T. Stafford Disaster Relief and
Emergency Assistance Act (42 U.S.C. 5170 et
seq.);

‘“(4) the term ‘Office’ means the Office of
Civil Rights and Inclusion; and

‘“(5) the term ‘underserved community’
means—

““(A) a rural community;

‘(B) a low-income community;

‘“(C) the disability community;

“(D) the Native American and Alaskan Na-
tive community;

‘“(E) the African-American community;

“(F) the Asian community;

‘(G) the Hispanic (including persons of
Mexican, Puerto Rican, Cuban, and Central
or South American origin) community;

‘‘(H) the Pacific Islander community;

‘“(I) the Middle Eastern and North African
community; and

‘“(J) any other historically disadvantaged
community, as determined by the Director.

“(b) OFFICE OF CIVIL RIGHTS AND INCLU-
SION.—

‘(1) IN GENERAL.—The Office of Equal
Rights of the Agency shall, on and after the
date of enactment of the Achieving Fairness
in Disaster Response, Recovery, and Resil-
ience Act of 2022, be known as the Office of
Civil Rights and Inclusion.

‘“(2) REFERENCES.—AnNy reference to the Of-
fice of Equal Rights of the Agency in any
law, regulation, map, document, record, or
other paper of the United States shall be
deemed to be a reference to the Office of
Civil Rights and Inclusion.

‘“(c) DIRECTOR.—

‘(1) IN GENERAL.—The Office shall be head-
ed by a Director, who shall report to the Ad-
ministrator.

‘(2) REQUIREMENT.—The Director shall
have documented experience and expertise in
civil rights, underserved community inclu-
sion research, disaster preparedness, or resil-
ience disparities elimination.

‘‘(d) PURPOSE.—The purpose of the Office is
to—

‘(1) improve underserved community ac-
cess to disaster assistance;

‘(2) improve the quality of disaster assist-
ance received by underserved communities;

‘“(3) eliminate underserved community dis-
parities in the delivery of disaster assist-
ance; and

‘“(4) carry out such other responsibilities of
the Office of Equal Rights as in effect on the
day before the date of enactment of the
Achieving Fairness in Disaster Response, Re-
covery, and Resilience Act of 2022, as deter-
mined appropriate by the Administrator.

‘‘(e) AUTHORITIES AND DUTIES.—

“(1) IN GENERAL.—The Director shall be re-
sponsible for—

“(A) improving—

‘(1) underserved community access to dis-
aster assistance before and after a disaster;
and

‘“(i1) the quality of Agency assistance un-
derserved communities receive;

‘“(B) reviewing preparedness, response, and
recovery programs and activities of the
Agency to ensure the elimination of under-
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served community disparities in the delivery
of such programs and activities; and

‘“(C) carrying out such other responsibil-
ities of the Office of Equal Rights as in effect
on the day before the date of enactment of
the Achieving Fairness in Disaster Response,
Recovery, and Resilience Act of 2022, as de-
termined appropriate by the Administrator.

‘(2) REDUCING DISPARITIES IN PREPARED-
NESS, RESPONSE, AND RECOVERY.—

‘““(A) IN GENERAL.—The Director shall de-
velop measures to evaluate the effectiveness
of the activities of program offices in the
Agency and the activities of recipients
aimed at reducing disparities in the services
provided to underserved communities.

‘(B) REQUIREMENT.—The measures devel-
oped under subparagraph (A) shall—

‘(i) evaluate community outreach activi-
ties, language services, workforce com-
petence, historical assistance for grants and
loans provided to individuals and State,
local, tribal, and territorial governments,
the effects of disaster declaration thresholds
on underserved communities, the percentage
of contracts awarded to underserved busi-
nesses, historical barriers to equitable as-
sistance across race and class during and
after disasters, and other areas, as deter-
mined by the Director; and

‘‘(ii) identify the communities implicated
in the evaluations conducted under clause
@).

‘(C) COORDINATION WITH OTHER OFFICES.—In
carrying out this section, the Director
shall—

‘(i) participate in scenario-based disaster
response exercises at the Agency;

‘“(ii) coordinate with the Office of Minority
Health of the Department of Health and
Human Services;

‘“(iii) coordinate with the Office of Civil
Rights of the Department of Agriculture;

‘“(iv) as appropriate, coordinate with other
relevant offices across the Federal Govern-
ment, including by leading a voluntary task
force to address disaster response needs of
underserved communities;

“(v) coordinate with the Office for Civil
Rights and Civil Liberties of the Depart-
ment; and

“(vi) investigate allegations of unequal
disaster assistance based on race or ethnic
origin or refer those allegations to the ap-
propriate office.

“(f) GRANTS AND CONTRACTS.—In carrying
out this section, to further inclusion and en-
gagement of underserved communities
throughout preparedness, response, recovery,
and mitigation and to eliminate underserved
community disparities in the delivery of dis-
aster assistance, as described in subsection
(d), the Administrator shall—

‘(1) administer and evaluate Agency pro-
grams and activities, including the programs
and activities of recipients of preparedness,
response, recovery, and mitigation grants
and contracts, to—

“(A) further inclusion and engagement of
underserved communities and underserved
businesses; and

‘(B) improve outcomes for underserved
communities tied to Agency programs and
activities; and

‘“(2) establish an underserved community
initiative to award grants to, and enter into
cooperative agreements and contracts with,
nonprofit entities.

*‘(g) DISABILITY COORDINATOR.—

‘(1) IN GENERAL.—There shall be within the
Office a Disability Coordinator to ensure
that the needs of individuals with disabil-
ities are being properly addressed by
proactively engaging with disability and un-
derserved communities and State, local, and
tribal governments in emergency prepared-
ness and disaster relief.
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